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FDA listed color additive. Also, the su-
ture may be provided with or without a
standard needle attached.

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s ‘““Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and
FDA.” See §878.1(e) for the availability
of this guidance document.

[66 FR 24685, May 31, 1991, as amended at 68
FR 32985, June 3, 2003]

§878.5030 Natural nonabsorbable silk
surgical suture.

(a) Identification. Natural nonabsorb-
able silk surgical suture is a non-
absorbable, sterile, flexible multifila-
ment thread composed of an organic
protein called fibroin. This protein is
derived from the domesticated species
Bombyx mori (B. mori) of the family
Bombycidae. Natural nonabsorbable silk
surgical suture is indicated for use in
soft tissue approximation. Natural
nonabsorbable silk surgical suture
meets the United States Pharmacopeia
(U.S.P.) monograph requirements for
Nonabsorbable Surgical Suture (class
I). Natural nonabsorbable silk surgical
suture may be braided or twisted; it
may be provided uncoated or coated;
and it may be undyed or dyed with an
FDA listed color additive.

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and
FDA.” See §878.1(e) for the availability
of this guidance document.

[568 FR 57558, Oct. 26, 1993, as amended at 68
FR 32985, June 3, 2003]

§878.5035 Nonabsorbable expanded
polytetrafluoroethylene surgical su-
ture.

(a) Identification. Nonabsorbable ex-
panded polytetrafluoroethylene
(ePTFE) surgical suture is a
monofilament, nonabsorbable, sterile,
flexible thread prepared from ePTFE
and is intended for use in soft tissue
approximation and ligation, including
cardiovascular surgery. It may be
undyed or dyed with an approved color
additive and may be provided with or
without an attached needle(s).

§878.5350

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and
FDA.” See §878.1(e) for the availability
of this guidance document.

[656 FR 20735, Apr. 18, 2000, as amended at 68
FR 32985, June 3, 2003]

§878.5040 Suction lipoplasty system.

(a) Identification. A suction lipoplasty
system is a device intended for aes-
thetic body contouring. The device
consists of a powered suction pump
(containing a microbial filter on the
exhaust and a microbial in-line filter
in the connecting tubing between the
collection bottle and the safety trap),
collection bottle, cannula, and con-
necting tube. The microbial filters,
tubing, collection bottle, and cannula
must be capable of being changed be-
tween patients. The powered suction
pump has a motor with a minimum of
1/3 horsepower, a variable vacuum
range from 0 to 29.9 inches of mercury,
vacuum control valves to regulate the
vacuum with accompanying vacuum
gauges, a single or double rotary vane
(with or without oil), a single or double
diaphragm, a single or double piston,
and a safety trap.

(b) Classification. Class II (special
controls). Consensus standards and la-
beling restrictions.

[63 FR 7705, Feb. 17, 1998]

Subpart F—Therapeutic Devices

§878.5070 Air-handling apparatus for
a surgical operating room.

(a) Identification. Air-handling appa-
ratus for a surgical operating room is a
device intended to produce a directed,
nonturbulent flow of air that has been
filtered to remove particulate matter
and microorganisms to provide an area
free of contaminants to reduce the pos-
sibility of infection in the patient.

(b) Classification. Class II.

§878.5350 Needle-type epilator.

(a) Identification. A needle-type epila-
tor is a device intended to destroy the
dermal papilla of a hair by applying
electric current at the tip of a fine nee-
dle that has been inserted close to the
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